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DETAILED ACTION 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Accordingly, claims 26-28, 37, 61-63, SEQ ID NO:9 are examined in the instant 
application. 

The following are the remaining rejections. 

Specification 

The specification remains objected to because it contains empty space, for example on 
page 2, line 17. 

NEW REJECTION BASED ON THE AMENDMENT 
Objection 

Claims 26-28, 37, 61-63 are objected to, because it is not clear in claim 26 an increase in 
the copy number of ZABC1 (SEQ ID NO: 9) is an increase as compared to what. 

Obviousness-type Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a .patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
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application claim is not patentably distinct from the reference claim(s) because the examined i 
application claim is either anticipated by, or would have been obvious over, the reference j 
claim(s). See, e.g., In re Berg, 140 R3d 1428, 46 USPQ2d 1226 (Fed Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed Cir. 1993); In re LongU 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington^ 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 26-28, 37, 61-63 of the instant application are non-pro vis ionally rejected on the 
ground of nonstatutory obviousness-type double patenting as being unpatentable over claims 1-3 
of U.S. Patent No. 6,808,878 Bl, in view of Tanner et al, 1994, Cancer Res, 54: 4257-4260, of 
record 

The following are claims 26-28, 37, 61-63 of the instant application. 
Claim 26 is drawn to: A method of detecting in a sample the presence of metastatic breast 
cancer, the method comprising: 
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contacting a nucleic acid sample from breast tissue cells of a human patient with a probe 
which specifically hybridizes under stringent conditions to a target polynucleotide sequence 
consisting of the sequence of SEQ ID NO:9, or the complete complement thereof, wherein said 
stringent conditions include washing with 0.2x SSC at 65°C for 15 minutes, wherein the probe is 
contacted with the sample under conditions in which the probe hybridizes selectively with the 
target polynucleotide sequence to form a stable hybridization complex; and 

detecting the formation of the hybridization complex, and the increase in the copy 
number of ZABC1 (SEQ ID NO:9), and correlating the increase in the copy number of ZABC1 
(SEQ ID NO: 9) with the presence of metastatic breast cancer. 

Claim 27 is drawn to: The method of claim 26, wherein the nucleic acid sample is from a 
patient with breast cancer. 

Claim 28 is drawn to: The method of claim 26, wherein the nucleic acid sample is a 
metaphase spread or an interphase nucleus. 

Claim 37 is drawn to: The method of claim 26, wherein the probe comprises a 
polynucleotide sequence as set forth in SEQ ID NO: 9. 

Claim 61 is drawn to: The method of claim 26, wherein the probe is labeled. Claim 62 is * 

drawn to: The method of claim 61, wherein the label is a fluorescent label. 

Claim 63 is drawn to: The method of claim 26, wherein the nucleic acid sample is a 

chromosome. 

The following are claims 1-3 of U.S. Patent No. 6,808,878 Bl. 

Claim 1 is drawn to: A method for screening for neoplastic cells in a sample, the method 
comprising: contacting a nucleic acid sample from a human patient with a probe consisting 
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essentially of SEQ ID NO:9 3 wherein the probe is contacted with the sample to form a stable 
hybridization complex; detecting the formation of said hybridization complex, wherein an 
increase in the level of the hybridization complex relative to the level of a hybridization complex 
formed from a nucleic acid sample from non-neoplastic human cells is indicative of 
amplification of the sequence to which SEQ NO: 9 has hybridized, and that said cells from a 
human patient are neoplastic cells. 

Claim 2 is drawn to: The method of claim 1, wherein the nucleic acid sample is from a 
patient with breast cancer. 

Claim 3 is drawn to: The method of claim 1, wherein the nucleic acid sample is a 
metaphase spread or an interphase nucleus. 

Claims 1-3 of U.S. Patent No. 6,808,878 Bl do not teach a method for detecting metastatic 
breast cancer. Claims 1-3 of U.S. Patent No. 6,808,878 Bl do not teach that the probe is labeled, 
wherein the label could be fluorescent. Claims 1-3 of U.S. Patent No. 6,808,878 Bl do not teach 
that the nucleic acid sample is a chromosome. 

Tanner et al, 1994 teach detecting invasive breast carcinoma, using the probe 
RMC20C001 of 1.5 Mb, to detect breast cancer (abstract, p.4257, second column, last 
paragraph), which probe inherently encompasses SEQ ID NO:9 of 10 kb, in view of the 
disclosure in the instant specification that SEQ ID NO: 9 lies within the amplified 20ql3 region 
complementary to RMC20C001 (figure 5 of the instant specification). Tanner et al teach that 
three to six- fold increase in relative gene copy number at RMC20C001 is found in breast 
carcinoma (p. 4259, first column, item under "Analysis of Primary Breast Cancers"). Tanner et al 
teach that the biotin-labeled probe is detected with avidin-fluorescein isothiocyanate for use 
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under fluorescence microscope and interphase scoring (p.4259, first column, first two 
paragraphs). Tanner et al teach that metaphase chromosomes of normal blood lymphocyte is 
used as control in pair-wise two color FISH (p. 4257, second column, last three lines of 
paragraph before last, p.4259, first column, last three lines of second paragraph). 

One would have expected that the method of U.S. Patent No. 6,808,878 Bl would detect 
metastatic breast cancer, because an increase in copy number of genes in the region detected by 
RMC20C001 is found in invasive breast carcinoma, as taught by Tanner et al, which 
RMC20C001 probe inherently encompasses SEQ ID NO: 9 of 10 kb. 

Further, it would have been obvious to label the probe taught by U.S. Patent No. 
6,808,878 Bl with a fluorescent label, using the method taught by Tanner et al, for conveniently 
detecting the presence of the probe under fluorescent microscope for in situ hybridization 
(FISH). It would have been obvious to use as a nucleic acid sample a chromosome, to make a 
metaphase spread, in view of the teaching U.S. Patent No. 6,808,878 B and Tanner et al. 

Thus, although the conflicting claims are not identical, they are not patentably distinct 
from each other because they relate to the same inventive concept. 

This is a non-provisional obviousness-type double patenting rejection because the 
conflicting claims have in fact been patented. 

Conclusions 

No claims are allowed. 

The closest prior art is Tanner et al, supra. Although Tanner et al use the probe 
RMC20C001 of 1 .5 Mb, to detect an invasive breast cancer, which probe encompasses SEQ ID 
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NO:9 of 10 kb, and would hybridize to SEQ ID NO:9, Tanner et al do not teach SEQ ID NO:9, J 
and the specific method steps of: 1) detecting the formation of the hybridization complex ) 
between the probe and SEQ ID NO: 9, 2) detecting the increase in the copy number of ZABC1 J 
(SEQ ID NO:9), and 3) correlating the increase copy number of ZABC1 (SEQ ID NO:9) with 
the presence of a breast cancer cell that is likely to progress to metastasis. In other words, the 
claimed method provides an increased mapping precision as compared to the art, to a more 
defined, specific genomic sequence of about 10 kb, SEQ ID NO:9, as correlated with the 
presence of a metastatic breast cancer cell. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 . 1 36(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MINH-TAM DAVIS whose telephone number is 571-272-0830. 
The examiner can normally be reached on 9:00 AM-5:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, SHANON FOLEY can be reached on 571-272-0898. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



MINH TAM DAVIS 
January 29, 2007 ■ 



